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detailed action 

Examination is resumed in view of the petition to tevive the instant application granted 
7/, 6/01 (Paper No.22). The amendment filed 2/2/01 has been entered. 


US Code not included in this action can be found 

The text of those sections of Title 35, U.i>. cooe u 
in a prior Office action. 

Applicant's arguments filed 2/2/01 have been fully considered bu, they are no, 
persuasive. 

Election/Restrictions 

This application contains claims and 40,5 drawn to an invention none.ected with 

traverse inPaper No. 13. A complete reply to the final rejecfion must include cancelatron of 
nonelected claims or other appropriate acfion (37 CPR 1.140 See MPEP S «1.0, 

Claims 1-18 and 39 are under consideration by the examiner. 

Specification 

The abstract of the disclosure remains objected to because i, contains multiple 

paragraphs. Correction is required. See MPEP § 608.01(b). 

While applicant's response directs removal of the line spaces between the paragraphs. 

this does not comet the presence of multiple paragraphs. 

A, least claim 9 still does not recite fire appropriate SEQ ID NO. 

Appropriate correction is required. 

The amendment filed 2/2/01 is objected to under 35 U.S.C. 132 because it introduces new 
matter into the disclosure. 35 U.S.C. 132 states that no amendment shall mtroduce 
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in ,o the disclosure of, he invention. The added material which is no, supported by the original 
disclosure is as follows: The reference to SEQ ID NO: 24 added at page 5 wtth respect to Ftgure 
2 A appears to he erroneous. The ftrs, sequence (at the top of the Figure) does no, appear to 

correspond, o, he sequence of SEQ® NO: 24. Note, ha, theft* sequence of the ftgu.heg.ns 

AV ASL whereas SEQ ID NO: 24 begins Glu Asn Glu Gly (ENEG). Applicant is requested to 

verify that the remaining sequences do in feet correspond to SEQ ID NO: 28-39. 

Applicant is required ,0 cance, the new nratter in the rep.y ,0 this Office Acton. 


Claim Rejections - 35 VSC § 112 

i j - 3 ; ttc r 112 , first paragraph, as containing 

data 1-6, 10-18, and 39 are rejected under 35 U.S.C. 1 12, ttrst p 


described in the specification in such a way as to reasonably 


subject matter which was not 
cortvey to one shi.led in the relevant an that the inventory), a, the time the appheatton was , , 

had possession of the claimed invention. This is a new matter rejection. 
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As amended, data, ,0 appears robe directed to analogs of fragment, mutants, analogs, 
and derivatives. There does not appear to be any support for this concept and none 

nointed to in the specification by applicant. 

Claims 1, 3, 6, 13, and 14 have been amended to recite “conservative variants ” 

Has been pointed to for this limitation and none is appment. I. is noted tha, claim 5 does no, 
re ci,e “conservative’’ and that this may have been an oversight. I, raises the hrnher q ues„on as 
to whether claim 5 is properely dependent on claim 1 if it broadens what type of variants are 

encompassed. 

. , • , a 5 6 13 and 14 have been amended to recite “active fragments. 

Likewise, claims 1, 3, 5-6, u, ana ih 

No basis has been pointed to for this limitation and none is apparent 

Claim 8 is rejected under 35 U.S.C- 1 12, first paragraph, because the specification, while 

being enabling for polypeptides of SEQ ID NO: 24 with tertiary structure produced as se, forth 
0 „ page 64, does no, reasonably provide enablement for all polypeptides encompassed. e 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and use the invention commensurate in scope wit 

The specification discloses a method of making a particular N-,erminal fragment on page 
«■ however, the specification does not provide any *iidance on how determine ternary 

by the claims (folded, unfolded, misfolded). With respect to claim 8, this claim la gu g 

to addition binding proteins routinely change tertiary structure upon binding to 
specification disclosure is directed more to retaining a particular function than retaining a 
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particular structure. As such, the specification enables production of the protein which 
inherently possesses a particular tertiary structure (which is not elaborated upon) but does not 
enable producing proteins with other unspecified tertiary structures. 

Claims 1-18 and 39 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for Ming to particularly point on, and distinctly claim the subjec matter which 

applicant regards as the invention. 

Claims 1, 7, and Id (and dependent claims) havebeen amended from -comprising" to 
having- However, "having” is not clearly open or c,o*d language and in the absence of a 

may have intended “consisting of’ by the context of their arguments. 

Claims 5-6 are confusing in their dependency upon Cairn 1 . SEQ ID NOS: 7 and 9 are 

no, subsequences ofSEQiDNO:, nor do, hey My contain SEQIDNO:!. It isunclearif 

applicant is considering them variants or analogs of SEQ ID NO: 1. However, ifthis was the 
intent then the claims encompass variants and analogs (and so forth) of variants and analogs (and 

so forth) which would be new matter. Clarification is requested. 

cairn 7 is confusing in reciting “polypeptide exhibits a tertian structiire." AH 
polypeptides exhibit a tertiary structiire and so this phrase is either superfluous or the claim does 
not convey applicant's intent. Calm 8 fails to indicate the conditions defining the structure of 
the native protein (such as pH and temperature) tha, the claimed polypeptide’s tertiary stnacture 

must correspond. 



Page 6 

Application/Control Number: 09/056,01 
Art Unit . 1631 

Claim 9 remains confusing as no sequence in Figure 2 has 475 amino acids and no 
specific sequence in Figure 2 is identified as betng the consensus sequence intended. No SEQ 
ID NO. is referenced. It is noted that the numbering in the sequence listing for each sequence 
beings at one and may not correspond to any numbered position in a full length protein to which 

the sequence corresponds. 

Claim 12 is confusing in that it is unclear of the claim is directed to any proteolytic 
digestion product, all proteolytic digestion products, or is further defining the Markush group of 

claim 1 and is not limited to fragment embodiments. 

Claim 39 is being interpreted as being directed to an immunogenic composition and not 

to a vaccine per se. The intended use language “for use as a vaccine” is not viewed as providing 
a structural or functional limitation whereas “immunogenic” in the body of the claim is viewed 
as controlling the intended scope of the composition. An immunogenic amount would not 
necessarily he the same as that required for a vaccine which by definition must provide a 
protective effect. If applicant intended otherwise, the Cairn isunclear. Likewise. Cairn 1 and 
dependent claims are being interpreted as being directed to an isolated polypeptide and not a 
vaccine as “usefal in a vaccine” is also intended use language and given no patentable weight. If 
applicant intended to claim vaccines, this should be made explicit (e g. “A vaccine comprising an 

isolated polypeptide. . .). 


Claim Rejections - 35 USC § 102 

Claims 1-6. 10-14, and 39 are rejected under 35 U.S.C. 102(a) as being anticipated by 


Masure et al. (WO 97/41151). 
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SEQ ID NO: 25 ofMasure * al. is disclosed as the ammo acid sequence of a choline 
bi „di„ g protein from The stance hating identifies i, as an N- 

terminal fragment. The reference discloses fragments and pharmaceutical composes 
(including immunogenic vaccines) of the disclosed CBPs. This s^uence has two N-,ermma. 

methionines. (See a. least abstract, page 50, sequence listing, and claims.) SEQ ID NO: 25 has 

... wn tt, NOS- 1 3 7 and 9 of the instant invention and has the motif 
sequence in common with SEQ ID NOb. l, •>, 

of SEQ ID NO: 6 (KXXE, The region of "having- is interpreted as encompassing inc.usmn 
Of additional unrelated sequences and/or full length sequences. As such, SEQ ID NO: 25 and the 
disclosure ofMasure e, al. properly anticipate the claims a, least as mutants or analogs of Ute 
named SEQ IDNOS. absent amore specific definition ofwhatthe* encompass. Wtth respect to 
Cairn 13, Ute reference is silent as to lectin aCivity and choline binding properties; however, 
absent evidence to the contrruy these properties would be inherent as the structural hmr.at.ons of 

the claims have been met. 


Claims 1-6, 10-14, and 39 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Brilesetal. (WO 97/09994). 

The protein sequences disclosed by Briles e, al. are disclosed as from 

r „,rnoniae and include N-terminal fragment. Mmty have N-terminal methionines. The 

reference discloses fragments and pharmaceutical compositions (including immunogen, c 

vaccines) of the disclosed proteins. (See at lea, abstract, claims, and Figures 13, 21, and 22.) 

... cpnmNOS- 13 7 and 9 of the instant 

These sequences have sequence in common with Q 

. nfeen TD NO- 6 (KXXE). The recitation of “having” is 

invention and have the motif of SEQ 
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interpreted as encompassing inclusion of additional unrelated sequences and/or full length^ 
sequences. As such, the disclosure of Btiles et al. properly antropate the cla ^ ^ 

mutants or analogs of the named SEQ ID NOS. absent a more specific de rmtton o 

encompass. 

binding properties; however, absent evidence to the contrary these properties would 


as the 


structural limitations of the claims have been met. 


, eW^TTSC 102(a) as being anticipated 

Claims 1, 4, 6, 10-14, 18, and 39 are rejected under 35 U.S.C. 1 

by Hammerschmidt et al. (Nloleculaijsdicroh^ 1997). 

The sequence for type 47 in Figure 9 of Hammerschmidt et al. has the moti 

The figure description identifies it as an N-tenrnnal 

fragment with an N-terminal methionine. Compositions in pharmaceutically acceptable Ca ^^ S 

.disclosed. .eeatleastabstractandPigure,, The recitatron of W -.ret .as^ 

encompassing tnclusion of additional unrelated sequences and/or M, leng, s^uenc . 
the disclosure of Hammerschmidt et al. properly anticipate the claims at least as ^ 

analogs of the named SEQ ID NO. absent a more specif, c defm,„on of what the- enc 
With respect to claim 13, the reference is silent as to lectin activity and choline bin 
properties; however, absent evidence to the contrary these properties would be inherent as 

structural limitations of the claims have been met. 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Off, enaction. Accordingly. THIS ACTtON IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a firs, reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is no, mailed until after 
,he end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 
CFR 1 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will die statutory period for reply expire later than SIX MONTHS from the date of this 

final action. 

on Monday-Friday, 7:00 am - 1:00 pm. 
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